Concerned Citizens for St. John * Earthjustice * Lambert Law Firm * Lawyers Committee for
Civil Rights Under Law * Louisiana Environmental Action Network * University Network for
Human Rights et al.

August 2, 2019

John Vandenberg, PhD

Director of Research

National Center for Environmental Assessment
U.S. Environmental Protection Agency

Mail Code: B243-01

109 T.W. Alexander Drive

Research Triangle Park, NC 27709
YandenberpiohntuEpa.gov

Re:  Requesting a Meeting; Opposition to Denka’s Request for Reconsideration of EPA’s
Toxicological Review of Chloroprene (RFC 17002)

Dear Dr. Vandenberg,

The undersigned groups respectfully request a meeting to discuss EPA’s process for the Request
for Reconsideration of the Toxicological Review of Chloroprene (RFC 17002), submitted by
Denka Performance Elastomer LLC (Denka).! In addition to discussing the request for correction
and request for reconsideration (and supporting materials) submitted by Denka, we would like to
discuss both the Third Party Correspondence (RFC 17002); Objection to RFC regarding IRIS
Toxicological Review of Chloroprene submitted by Dr. Karl Brooks, PhD? and the Third Party
Correspondence (RfR 17002A4: Response to Denka Request for Reconsideration submitted by
Marco Kaltofen, PhD, PE and Keeve Nachman, PhD.? The purpose of this meeting is to address
concerns regarding the reconsideration process itself and Denka’s suggestion that EPA might
reconsider the chloroprene risk value in light of Denka’s request for reconsideration.* We seck
to ensure that EPA considers community and scientific voices regarding this matter, and ask
EPA to follow its usual scientific protocols and decide not to reconsider the robust and well-
supported 2010 IRIS assessment.

! EPA, EPA Information Quality Guidelines - Requests for Correction and Requests for Reconsideration Submitted
to EPA (RFC 17002) (June 2017), Itps:/www epa gov/aualiny/epa-information-gualitv-gumdelines-roquests-
correction-and-roquests-reconsideration.

2 Third Party Correspondence (RfC 17002) from Karl Brooks, PhD, to Tina Bahadori, PhD and Kristina Thayer,
PhD PhD, NCEA (September 8, 2017), https://www ppa. govizites/production/filos/201 7«

F/decmments/rospense to donka rfe 17002 ro chloropronc.pdf

3 Third Party Correspondence (RfC 17002) from Marco Kaltofen, PhD and Keeve Nachman, PhD, John Hopkins
University, to EPA (July 23, 2018), hitps://www.epa. gov/sitos/production/files/ 2018«

$9/docmments ol 17002 3rd party comrespondence.pdf.

4 Request of Reconsideration of Denial of Request for Correction (RfR 17002A), Jorge Lavastida and Robert E.
Holden, Denka (July 23, 2018), btps:/Swww.ena. gov/sitos/production/files 20 18-

O8/docments ol trapsputtal o 7233018 036308345 7a3al.pdf
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EPA’s 2010 IRIS assessment of chloroprene concluded that chloroprene is “likely to be
carcinogenic to humans” through a mutagenic mode of action and with the primary exposure
route being the inhalation pathway.® The conclusion in the assessment was based on a
comprehensive and systematic review of the available evidence on chloroprene toxicity. An
inhalation unit risk (IUR) was set based on the available toxicological studies on increased
incidence of tumors in a number of organ systems observed in both rat and mice and
epidemiological studies of occupational workers, which showed an increased risk of liver cancer
and lung cancer among workers. IRIS concluded based on the best available science that: “These
tumors generally appeared earlier with increasing exposure level and showed statistically
significantly increasing trends with increasing exposure level [to chloroprene].”® Morcover,
chloroprene’s chemical structure is similar to known human carcinogens 1,3-butadiene and vinyl
chloride, which provides an additional level of evidence to support the conclusion that
chloroprene is a likely carcinogen. IRIS also determined that this chemical operates with a
mutagenic mode of action for carcinogenicity, such that early-life exposure to babies, young
children, or in utero, causes increased lifetime cancer risk.’

Based on these studies and the weight of the evidence, the IUR for cancer from chloroprene was
set at 0.0003 per pg/m’ for adult-only exposure through inhalation. IRIS also determined that it
is necessary to account for increased vulnerability from early-life exposure, such that the more
protective value of 0.0005 per pg/m> should be used to calculate cancer risks. ®

IRIS’s evidence and conclusions are directly supported by or consistent with findings of
similarly highly regarded, scientific agencies, like the National Toxicology Program (NTP) and
the International Agency for Research on Cancer (IARC), which conclude that based on
available evidence chloroprene is classified as “reasonably anticipated to be a human
carcinogen” (NTP) and it is “possibly carcinogenic to humans” (IARC).” Each institution — EPA,
NTP, and IARC are highly reputable, respected, and known to conduct robust, independently
peer-reviewed research on the toxicity of chemicals. The high standards set by each of these
agencies results in chemical assessments that are both unbiased and reliable.!?

An EPA Office of Air Quality Planning and Standards (OAQPS) internal memo on the
Preliminary Risk-Based Concentration Value for Chloroprene in Ambient Air by Kelly Rimer,
Leader of the Air Toxics Assessment Group, in the Health and Environmental Impacts Division
of OAQPS, in reliance on the 2010 IRIS value, states,

S EPA, Toxicological Review of Chloroprene, EPA/635/R-09/010F (Sept 2010),

htoa/efoub.epa govineeadinsivs documents/documents/oxreviews/ 107 T odf (“IRIS 2010”) and EPA, IRIS
Chemical Assessment Summary — Chloroprene (Sept 2010),

htoa:/efoub.epa govinees/ins/ivls documemts/documpemts/sulat/ 1021 swmmmarv.pdf (“IRIS Summary 20107).

S TRIS 2010 at 148.

7IRIS Summary 2010 at 17.

SIRIS 2010 at 109-11, 148.

9 NTP, Report on Carcinogens, Fourteenth Edition — Chloroprene (2016), attached as Attachment 1; IJARC, JARC
Monographs on the Evaluation of Carcinogenic Risks to Humans, Volume 71 — Chloroprene, attached as
Attachment 2.

10 Similarly, California’s Office of Environmental Health Hazard Assessment has long recognized chloroprene as a
chemical “known to cause cancer.” https:/ochha.ca gov/ipropesition-63/crar/chioreprene-cobalt-sulfate-
heptahvibrate-and-fenoxvearb-histed-knowa-canse-cancer (listing chloroprene as a carcinogen in June 2000).

2
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Under EPA’s air toxics risk management framework, a cancer risk of 100-in-1 million is
generally described as the upper limit of acceptability for purposes of risk-based
decisions. Cancer risks at or below 1-in-1 million indicate little potential for cancer risk
in the air toxics program. When existing source emissions are too high to achieve the 1-
in-1 million level and controls are being considered, EPA is interested in controls that
reduce off-site exposure concentrations associated with cancer risks to no higher than
approximately 1-in-1 million for as much of the nearby population as feasible.!!

The memo goes on to acknowledge that:

[T]he 100-in-1 million cancer-risk based comparison level and the 1-in-1 million cancer-
risk based comparison levels for chloroprene are 0.2 pg/m?, and 0.002 pg/m?
respectively. At a minimum, [the memo] recommend[s] that [Denka] aims for emission
reductions such that the maximum annual average chloroprene concentration is no higher
than 0.2 pg/m? at the highest modeled off-site location. ..it is preferable to have the
chloroprene concentration at the highest modeled census block as close to 0.002 pg/m? as
reasonably achicvable.!?

It is not clear from this letter whether OAQPS used 0.0003 per pg/m> or 0.0005 per pg/m?,
which is needed to protect public health, including children, from higher vulnerability to cancer
that can result from exposure to chloroprene early in life. Regardless, EPA’s letter and an
analysis of the current air monitoring data make clear that the levels of chloroprene and resulting
health risk are currently unacceptable, and far too high for community members in LaPlace,
LA."3 Recent air monitoring data from 2016-19 show clevated levels of chloroprene that are far
higher than 0.2 per pg/m> and 0.002 per pg/m’ — including at a local hospital, elementary and
high schools, and other community locations — that demonstrate the need for action to protect
public health.!4

It is important to the community for EPA to continue relying on the IRIS assessment to reduce
the unhealthy levels of chloroprene Denka is emitting in LaPlace, LA, to get emissions down and
end the currently unacceptable levels of cancer risk. It is essential for EPA’s IRIS program to

"' Memo from Kelly Rimer, Leader, Air Toxics Assessment Group, Health & Envtl Impacts Div., OAQPS, to
Frances Verhalen, P.E., Chief, Air Monitoring/Grants Section, EPA Region 6, Re: Preliminary Risk-Based
Concentration Value for Chloroprene in Ambient Air (May 5, 2016) (“2016 EPA Memo”),

hteps/Avww epa. gov/sites/production/files/ 201 6-06/documents/menmo-prelim-risk-based-concentrations0585 1 6. pdf
2.

13 The undersigned groups believe that EPA’s benchmark of presumed unacceptability (100-in-1 million) is far too
high for any given source category, as discussed in prior comments submitted on EPA’s Cumulative Risk
Assessment Request for Information. See, e.g.,

Comments of Earthjustice, NRDC, et al. on Request for Information and Citations on

Methods for Cumulative Risk Assessment at 9, 38-40 (May 1, 2013),

hteps/Awww regadations govidocument? D=EPA-HOWOQRD-2013.0282.01 32 (filed

June 28, 2013), attached as Attachment 3. It is important and “preferable,” as EPA’s memo states, to reduce the
ambient air concentration down to the level needed to avoid a cancer risk above 1-in-1 million. 2016 EPA Memo at
L.

14 See EPA, Denka Air Monitoring Summary Sheet, May 25, 2016 — April 29, 2019, see also EPA, DENKA Air
Monitoring Summary Sheet, May 25, 2016-April 29, 2019,

httpa/lwww spa.gov/sites/prodaction/ Sles/2019- 08 dosuments/nt_summary through aprd 28 2019.pd5
httpa:fdeq ouisiana govindex o fmfmd=pagshuilderdmp=homedpid=donkafd=2423 (average values in May
2018 at monitors ranged from 0.35 to 2.26 per pg/m®, which are orders of magnitude higher than the levels
threatening cancer risk that EPA deems unacceptable).
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leave at rest the final, peer-reviewed value it issued in 2010 after completing the usual, scientific
IRIS protocol.

EPA has already reconsidered this value once at Denka’s request, and determined that it should
stand, and there is no valid scientific reason for EPA to question or revisit the IRIS value now.
In 2018, EPA denied Denka’s request for correction (RfC), finding that the underlying review
was consistent with EPA’s Information Quality Guidelines.!® Denka had 90 days to submit a
request for reconsideration (RfR) thereafter, such that it was due by April 25, 2018. Instead,
Denka submitted a request for a 90-day extension of this date, days before its opportunity to
submit the RfR expired. EPA granted the extension, and Denka submitted its RfR on July 23,
2018. On July 19, 2018 (only days before the RfR was submitted) EPA staff met with officials
from the Louisiana Department of Environmental Quality, Denka, and Ramboll (a consulting
group hired by Denka) to discuss a newly developed physiologically based pharmacokinetic
(PBPK) model by Ramboll that resulted in a cancer-risk estimate far less stringent than the IRIS
assessment derived.'® On July 24, 2018, Denka sent a letter to EPA suggesting that particular
EPA staff (i.e., Paul Schlosser) would be “go[ing] over the model,” and stating that Denka was
“pleased to hear that EPA intends to give high priority to the PBPK model evaluation and we
look forward to receiving an updated timeline for the evaluation process.”'” During the meeting,
it appears that Denka believes EPA agreed to review the draft model, suggest improvements and
upon revision, and arrange for some kind of additional review of the model.

We are highly concerned that Denka’s description of EPA’s statements suggests that IRIS may
be engaging in or considering a process that is out of step with its own IRIS protocol and
guidelines, and that, if followed, would represent an erosion of the integrity of the science
assessments EPA’s research staff conducts and the science-based actions that communities rely
on for protections. Furthermore, existing agency documentation suggests that the PBPK models
are in need of “better methods or implementation, and the characterization of uncertainty and
variability in PBPK models is not yet a sufficiently standard practice.”'® Consequently, such
level of uncertainty and variability in PBPK modeling does not result in the ability to rely on
such modeling as opposed to the sound science and robust weight of evidence provided in the
available toxicological and epidemiological studies that IRIS relied upon for the 2010
chloroprene assessment.

Residents of LaPlace, LA face far too much toxic air pollution, and it has now been years since
EPA first acknowledged that and began working to address this problem, after the 2011 National
Air Toxics Assessment (NATA) showed cancer risks that are as high as 826-in-1 million for this
community.'” The most recent NATA, released in 2018 and utilizing data from 2014, found

I3 EPA Response to RfC 17002, Jennifer Orme-Zavaleta, PhD, NCEA, to Robert Holden, Denka (January 25, 2018),
cov/isites/oroduction/ ey 201 8-
a repsonse o rr, holdren dap 28 2018 completendd

i
httos:/Swww oo

$31 Mdocuments/o
16 Summary of Meeting Action Items, Event Title: Chloroprene Request for Correction/Request for Reconsideration
(July 19, 2018), hitpa://ofivab ena.govinces/wis2/ovent sttachment chin?lavout=nonc&atiach 1d=344; the model has
not completed an independent peer-review process.

17 L etter from Patrick A. Walsh, Denka, to John Vandenberg, PhD, NCEA (July 24, 2018), attached as Attachment
4.

I8 EPA, Uncertainty and Variability in Physiologically Based Pharmacokinetic Models: Key Issues and Case
Studies, EPA/600/R-08/090 (Aug. 2008), hitp:Vodmpub epa pov/eims/oimaconm, gethile?ns download 1d=477286.
Y EPA, EPA in Louisiana — LaPlace, Louisiana Background Information (2016), hitps://www.epa.zovia/laplscs-
Inuisiana-backoroand-nformation.
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cancer risks in this community are as high as 1505-in-1 million, driven primarily by chloroprene
and cthylene oxide emissions.?

Based on EPA’s most current data, the parishes of St. John the Baptist and St. Charles have the
census tracts with the highest cancer risk in the United States. Residents here live in what is
sometimes described as “Cancer Alley,” a geographic area that represents one of the most
polluted parts in the country, and is also their home, where they should be able to be safe and
healthy in their daily lives. The 2010 chloroprene risk value provides a baseline value that
demonstrates this community needs a greater level of protection for residents from chloroprene
pollution. EPA should follow through with additional action to protect the community, as
discussed in its 2016 Action Plan for LaPlace, Louisiana, not spend time weakening or
questioning the robust science in the 2010 IRIS assessment.>!

EPA should not evaluate or undertake yet another review of the IRIS value, under EPA’s own
policy, when the 2010 chloroprene risk value is based on the best available science. Instead, EPA
must continue to use and apply the 2010 chloroprene risk value to applicable assessments and
cannot lawfully ignore the value in regulatory and enforcement processes. Rather than spending
time questioning this well-supported health risk value, EPA should instead focus on completing
IRIS assessments that are long overdue for chemicals that do not have an IRIS evaluation based
on the best available science.

Community groups exposed to emissions from Denka and directly affected by EPA’s actions
respectfully request the opportunity to meet with EPA, to voice concerns regarding the process,
and to receive information from EPA regarding the process.

Therefore, we respectfully request a meeting with you and any other appropriate EPA staff.
Please contact Michelle Mabson at sumabsenf@earthiustice.org, (202) 667-4500 (ext. 5254), or
Emma Cheuse at cchieuse@earthivstics org (ext. 5220) to arrange a meeting at your earliest
convenience.

Sincerely,

Michelle Mabson, MPH, MSc cohausel@carthiustice.org

Staff Scientist

Emma Cheuse Dorian Spence

Staff Attorney Director of Special Litigation and Advocacy
Earthjustice Maryum Jordan

1625 Massachusetts Ave, NW, Suite 702 Counsel

Washington, DC 20036 Lawyers” Committee for Civil Rights
Office: 202-667-4500 ext. 5254 or 5220 Under Law

ramabsonfearthiustice.org 1500 K Street NW

2 EPA, 2014 National Air Toxics Assessment (2018), itns/www.epa govinational -air-toxics-assessment/ 20 1 4-
nata-assossment-results; Sharon Lerner, 4 Tale of Two Toxic Cities, The Intercept (Feb. 24, 2019),
httpactheintorcept.oom 201 902/ 24/ epa-reaponse-air-poliution-cosisdoxic-racial-divide/ at Table: 109 Air Pollution
Hotspots.

2 See EPA Action Plan (June 2016), hitps://www.epa.govisiies/produstion/fles/2016-06/documents/epa-laplage -
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Suite 900

Washington, DC 20005

Office: 202-662-8355 or 202-662-8324
mordan@lawverscommitice.org
dspenceiplawverscommities org

Mary Hampton

President

Rogers Jackson

Board Member

Concerned Citizens of St. John
504-559-7304
bicnola@email.com

James Cavallaro

President

Ruhan Nagra

Executive Director
cavallarotohumanrightsnetwork.org
ruhaneuhumanrightsnetwork org
(314) 435-2377 or (617) 669-8606
University Network for Human Rights
Middletown, CT 06457

Wilma Subra
Chemist / Technical Director

Louisiana Environmental Action Network

(225) 928-1315

Cc:

Cayce C. Peterson, Esq.

The Lambert Firm, PLC

701 Magazine St.

New Orleans, LA 70130
Office: 504-581-1750

Mobile: 985-518-8296
cpetersonfaihelambertfirm.com

Marco Kaltofen, PhD, PE (Civil, MA)*
Associate Research Engineer

Nuclear Science and Engineering Program
Dept. of Physics

Worcester Polytechnic Institute

Keeve E. Nachman, PhD, MHS"

Assistant Professor

Department of Environmental Health and
Engineering

Johns Hopkins Bloomberg School of Public
Health

615 North Wolfe Street, Room W-7007
Baltimore, MD 21205

knachman@jihu.edu

Phone: 410-502-7576

Anne Idsal, Acting Assistant Administrator, EPA’s Office of Air & Radiation
Jennifer Orme-Zavaleta, Principal Deputy Administrator for Science & Science Advisor, ORD

Vaughn Noga, Chief Information Officer

David Gray, Acting Regional Administrator, EPA Region 6
Kristina Thayer, ORD/NCEA IRIS Division Director

Tina Bahadori, ORD/NCEA Director

Bruce Rodan, Associate Director for Science, ORD
Matthew Tejada, Office of Environmental Justice

* Note: Academic affiliation provided for
informational purposes only and does not imply
institutional endorsement or approval
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